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will use that authority to refuse to dis-
close identifying characteristics of re-
search subjects in any Federal, State, 
or local civil, criminal, administrative, 
legislative, or other proceedings to 
compel disclosure of the identifying 
characteristics of research subjects. 

(j) An assurance that all research 
subjects who participate in the project 
during the period the Confidentiality 
Certificate is in effect will be informed 
that: 

(1) A Confidentiality Certificate has 
been issued; 

(2) The persons authorized by the 
Confidentiality Certificate to protect 
the identity of research subjects may 
not be compelled to identify research 
subjects in any civil, criminal, admin-
istrative, legislative, or other pro-
ceedings whether Federal, State, or 
local; 

(3) If any of the following conditions 
exist the Confidentiality Certificate 
does not authorize any person to which 
it applies to refuse to reveal identi-
fying information concerning research 
subjects: 

(i) The subject consents in writing to 
disclosure of identifying information, 

(ii) Release is required by the Federal 
Food, Drug, and Cosmetic Act (21 
U.S.C. 301) or regulations promulgated 
thereunder (title 21, Code of Federal 
Regulations), or 

(iii) Authorized personnel of DHHS 
request identifying information for 
audit or program evaluation of a re-
search project funded by DHHS or for 
investigation of DHHS grantees or con-
tractors and their employees or agents 
carrying out such a project. (See 
§ 2a.7(b)); 

(4) The Confidentiality Certificate 
does not govern the voluntary disclo-
sure of identifying characteristics of 
research subjects; 

(5) The Confidentiality Certificate 
does not represent an endorsement of 
the research project by the Secretary. 

(k) An assurance that all research 
subjects who enter the project after the 
termination of the Confidentiality Cer-
tificate will be informed that the au-
thorization of confidentiality has 
ended and that the persons authorized 
to protect the identity of research sub-
jects by the Confidentiality Certificate 
may not rely on the Certificate to 

refuse to disclose identifying charac-
teristics of research subjects who were 
not participants in the project during 
the period the Certificate was in effect. 
(See § 2a.8(c)). 

§ 2a.5 Contents of application; re-
search projects in which drugs will 
be administered. 

(a) In addition to the information re-
quired by § 2a.4 and any other pertinent 
information which the Secretary may 
require, each application for an author-
ization of confidentiality for a research 
project which involves the admin-
istering of a drug shall contain: 

(1) Identification of the drugs to be 
administered in the research project 
and a description of the methods for 
such administration, which shall in-
clude a statement of the dosages to be 
administered to the research subjects; 

(2) Evidence that individuals who ad-
minister drugs are authorized to do so 
under applicable Federal and State 
law; and 

(3) In the case of a controlled drug, a 
copy of the Drug Enforcement Admin-
istration Certificate of Registration 
(BND Form 223) under which the re-
search project will be conducted. 

(b) An application for an authoriza-
tion of confidentiality with respect to 
a research project which involves the 
administering of a controlled drug may 
include a request for exemption of per-
sons engaged in the research from 
State or Federal prosecution for pos-
session, distribution, and dispensing of 
controlled drugs as authorized under 
section 502(d) of the Controlled Sub-
stances Act (21 U.S.C. 872(d)) and 21 
CFR 1316.22. If the request is in such 
form, and is supported by such infor-
mation, as is required by 21 CFR 
1316.22, the Secretary will forward it, 
together with his or her recommenda-
tion that such request be approved or 
disapproved, for the consideration of 
the Administrator of the Drug Enforce-
ment Administration. 

§ 2a.6 Issuance of Confidentiality Cer-
tificates; single project limitation. 

(a) In reviewing the information pro-
vided in the application for a Confiden-
tiality Certificate, the Secretary will 
take into account: 

VerDate Aug<31>2005 08:47 Nov 01, 2006 Jkt 208176 PO 00000 Frm 00039 Fmt 8010 Sfmt 8010 Y:\SGML\208176.XXX 208176



30 

42 CFR Ch. I (10–1–06 Edition) § 2a.7 

(1) The scientific or other appropriate 
training and experience of all per-
sonnel having major responsibilities in 
the research project; 

(2) Whether the project constitutes 
bona fide ‘‘research’’ which is within 
the scope of the regulations of this 
part; and 

(3) Such other factors as he or she 
may consider necessary and appro-
priate. All applications for Confiden-
tiality Certificates shall be evaluated 
by the Secretary through such officers 
and employees of the Department and 
such experts or consultants engaged for 
this purpose as he or she determines to 
be appropriate. 

(b) After consideration and evalua-
tion of an application for an authoriza-
tion of confidentiality, the Secretary 
will either issue a Confidentiality Cer-
tificate or a letter denying a Confiden-
tiality Certificate, which will set forth 
the reasons for such denial, or will re-
quest additional information from the 
person making application. The Con-
fidentiality Certificate will include: 

(1) The name and address of the per-
son making application; 

(2) The name and address of the indi-
vidual primarily responsible for con-
ducting the research, if such individual 
is not the person making application; 

(3) The location of the research 
project; 

(4) A brief description of the research 
project; 

(5) A statement that the Certificate 
does not represent an endorsement of 
the research project by the Secretary; 

(6) The Drug Enforcement Adminis-
tration registration number for the 
project, if any; and 

(7) The date or event upon which the 
Confidentiality Certificate becomes ef-
fective, which shall not be before the 
later of either the commencement of 
the research project or the date of 
issuance of the Certificate, and the 
date or event upon which the Certifi-
cate will expire. 

(c) A Confidentiality Certificate is 
not transferable and is effective only 
with respect to the names and other 
identifying characteristics of those in-
dividuals who are the subjects of the 
single research project specified in the 
Confidentiality Certificate. The recipi-
ent of a Confidentiality Certificate 

shall, within 15 days of any completion 
or discontinuance of the research 
project which occurs prior to the expi-
ration date set forth in the Certificate, 
provide written notification to the Di-
rector of the Institute to which appli-
cation was made. If the recipient deter-
mines that the research project will 
not be completed by the expiration 
date set forth in the Confidentiality 
Certificate he or she may submit a 
written request for an extension of the 
expiration date which shall include a 
justification for such extension and a 
revised estimate of the date for com-
pletion of the project. Upon approval of 
such a request, the Secretary will issue 
an amended Confidentiality Certifi-
cate. 

(d) The protection afforded by a Con-
fidentiality Certificate does not extend 
to significant changes in the research 
project as it is described in the applica-
tion for such Certificate (e.g., changes 
in the personnel having major respon-
sibilities in the research project, major 
changes in the scope or direction of the 
research protocol, or changes in the 
drugs to be administered and the per-
sons who will administer them). The 
recipient of a Confidentiality Certifi-
cate shall notify the Director of the In-
stitute to which application was made 
of any proposal for such a significant 
change by submitting an amended ap-
plication for a Confidentiality Certifi-
cate in the same form and manner as 
an original application. On the basis of 
such application and other pertinent 
information the Secretary will either: 

(1) Approve the amended application 
and issue an amended Confidentiality 
Certificate together with a Notice of 
Cancellation terminating original the 
Confidentiality Certificate in accord-
ance with § 2a.8; or 

(2) Disapprove the amended applica-
tion and notify the applicant in writing 
that adoption of the proposed signifi-
cant changes will result in the issuance 
of a Notice of Cancellation terminating 
the original Confidentiality Certificate 
in accordance with § 2a.8. 

§ 2a.7 Effect of Confidentiality Certifi-
cate. 

(a) A Confidentiality Certificate au-
thorizes the withholding of the names 
and other identifying characteristics of 
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